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separation hinges on comparison of its benefits and costs in particular agencies and programs.
Because drawbacks are likely to be most pronounced in the case of extra-agency separation, the Committee does not believe that it is appropriate to remove the risk assessment function and place it in an organization completely separated from the regulatory agencies, as is contemplated in the AIHC proposal and H.R. 638. This judgment is supported by the conclusion that the benefits of increased separation are uncertain and that the disruption and confusion caused by reorganization could be considerable.
Measures other than organizational separation can ensure the distinction between the assessment of risk and the consideration of risk management alternatives. These measures include the practice of preparing written risk assessments (Recommendation 2) , arranging for independent peer review (Recommendation 3), and adhering to uniform guidelines for risk assessment (Recommendations 5 through 9).
RECOMMENDATION 2
Before an agency decides whether a substance should or should not be regulated as a health hazard, a detailed and comprehensive written risk assessment should be prepared and made publicly accessible. This written assessment should clearly distinguish between the scientific basis and the policy basis for the agency's conclusions.
Although agencies commonly perform risk assessments before they take regulatory actions, the written assessments that are prepared vary in coverage, amount of explanatory detail, format, and completeness to an extent that limits their use as instruments of communication. The Committee believes that the matters addressed are so important and the consequences so far-reaching that a written risk assessment should be prepared for every significant regulatory decision and that each should be a clear, detailed, and comprehensive account of the analysis performed. A written assessment should describe the volume and weight of scientific evidence to help to clarify the scientific and policy bases for regulatory decisions.
The written assessment should be made accessible to the public at a time and in a form that facilitates public participation in any attendant risk management decision.